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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on 20 September 2004 . t 
2a)£3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) £3 Claim(s) 1.4-8,34,35 and 60-67 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6® Claim(s) 1,4-8,34,35 and 60-67 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)13 The drawing(s) filed on 02 June 2004 is/are: a)M accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

1 2){Z\ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)D All b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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1) □ Notice of References Cited (PTO-892) 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) O Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-1 52) 
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Art Unit: 1646 

DETAILED ACTION 
Status of Application: Claims and Amendments 

Applicant is notified that the amendments put forth on 9/20/04, have been entered in full. 

Response to Amendment 

Applicant is notified that any outstanding objection or rejection that is not expressly maintained 
in this Office action has been withdrawn in view of Applicant's amendments. 

Maintained Rejections: 

Claims 1, 4-6, 8, 34, 35, 63, 64 and new claims 64-67 stand rejected under 35 U.S.C. § 
101 because the claimed invention is not supported by either a specific and substantial asserted 
utility or a well-established utility, as set forth item 9 of Paper 12 (1/3/01). 

Applicant argues that the examiner has dismissed the Nelson et al. reference. This 
argument has been fully considered but not deemed persuasive. To the contrary, the Examiner 
discussed the Nelson reference as providing the evidence that the GPCR-B3 protein has a 
specific role in taste signal transduction, and that this is provided in the Nelson et al. paper but 
not in the instant specification. The skilled artisan would appreciate that Nelson et al. show that 
GPCR-B3 in combination with T1R3 could be used to assay for modulators of taste perception; 
however the instant specification does not point to such a combination. 

Applicant argues that it is possible that GPCR-B3 could, alone, have a role in taste 
transduction. This argument has been fully considered but not deemed persuasive. Many things 



Application/Control Number: 09/361,652 Page 3 

Art Unit: 1646 

are possible but simply inviting an artisan to test various ideas to try to find a way to use the 
polypeptide does not provide for a substantial utility. 

Applicant argues that the notion that one of skill in the art would find the asserted utility 
credible has already been established by Dr. Zuker's Declaration and not yet rebutted by the 
Examiner. This argument has been fully considered but not deemed persuasive. Applicant is 
referred back to pages 3-5 of Paper 26 (1 1/26/02) wherein the Zuker Declaration is thoroughly 
discussed. 

Claims 1, 4-6, 34, 35, 61-63 and new claims 64-67 also stand rejected under 35 U.S.C. § 
1 12 first paragraph, as set forth in item 10 of Paper 12. Specifically, since the claimed invention 
is not supported by either a specific and substantial asserted utility or a well established utility 
for the reasons set forth above, one skilled in the art would not know how to use the claimed 
invention so that it would operate as intended without undue experimentation, as set forth 
previously. 

Applicants' arguments regarding the 35 U.S.C. § 1 12 rejection as the corollary of the 35 
U.S.C. § 101 rejection have been addressed above. 

Additionally, the specification has failed to show how to get a polypeptide of SEQ ID 
NO: 1, 2, or 3 to bind glutamate, or any other ligand, or to induce GPCR activity. As set forth 
above Nelson et al. show that GPCR-B3 in combination with T1R1 could be used to assay for 
modulators of taste perception; however the instant specification does not point to such a 
combination. There is no record of the instant polypeptides either binding to glutamate or having 
any functional GPCR activity. As admitted by Applicant, the functional polypeptide referred to 
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in the specification is a chimeric polypeptide wherein the extracellular domain of the murine 
MGluRl receptor was required to make a functional GPCR and to bind glutamate. 

The generalized methods pointed to by Applicant in the specification do not provide 
sufficient data to enable these proposed uses, as discussed above. "Tossing out the mere germ of 
an idea does not constitute enabling disclosure... [Reasonable detail must be provided in order to 
enable members of the public to understand and carry out the invention." Genentech, Inc. v. 
Novo Nordisk Inc., 108 F.3d 1361, 1366, 42 U.S.P.Q.2d 1001, 1005 (Fed. Cir. 1997). 



Claims 1, 6, 34, 35, 61-63 and new claims 64-67 stand rejected under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention, as set forth in item 1 1 of Paper 
12. 

Applicant argues that the claims have been amended to require stringent hybridization 
conditions however it appears that the claims have been amended to delete those conditions. 
Citing case law, Applicant argues that the claims have been amended to set forth both structural 
and functional features, e.g. that the encoded polypeptide becomes activated by glutamate and 
that it have a certain percent identity to the wild-type polypeptide. This argument has been fully 
considered but not deemed persuasive. As stated before, regarding variants of the polypeptide, 
there is no asserted correlation between any particular structure and any particular function. A 
percent identity provides for no particular structure at all, it is simply a statistic about which a 
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given protein is allowed to deviate from a reference protein. It provides absolutely no 
information as to any particular amino acid sequence, nor to the maintenance or gain of any 
particular function. Thus, the skilled artisan readily appreciates that simply verbalizing that a 
protein should have some percent sequence identity with another protein and that it should also 
have some particular function, in no way places one in possession of this protein. 

Applicant argues that the examiner's reasoning is not supported by the MPEP or case law 
e.g. regarding Lilly and Amgen as analyzed by Applicant. This argument has been fully 
considered but not deemed persuasive. Regarding Lilly, percent identity provides no particular 
sturctural feature "that is common to the members of the genus". Regarding Amgen, there is no 
"particular known sturcture" in which the "function is sufficiently correlated". 

Conclusion 

No claims are allowable. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time policy 
as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS from 
the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period will expire on 
the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 1 .136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will the statutory 
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period for reply expire later than SIX Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Michael Brannock, Ph.D., whose 
telephone number is (571) 272-0869. The examiner can normally be reached on Mondays 
through Fridays from 10:00 a.m. to 4:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Kunz, Ph.D., can be reached at (571) 272-0887. 

Official papers filed by fax should be directed to (703) 872-9306. Faxed draft or 
informal communications with the examiner should be directed to (703) 308-0294. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (703) 308-0196. 
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ELIZABETH KEMMERER 

PRIMARY EXAMINER 



December 7, 2003 




